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In Our Own Little Bubble?
“We don't deal with 

clinical patients. We only 
receive and analyse 

samples” 
(GCC Survey 2015 –
GCP Clinical Sample 

Bioanalysis)
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Analytical Reports
“Sponsors should focus on trial 
activities essential to ensuring human 
subject protection and the reliability of 
trial results. 
Quality management includes the 
design of efficient clinical trial 
protocols and tools and procedures 
for data collection and processing, as 
well as the collection of information 
that is essential to decision making”.
ICH E6R2



6

Data Release
• History of academic collaboration
• Exchange of trial results outside of 

standard practice
• No quality checks
• Status of data unclear
• Data submitted by sponsor for 

licence extension
• Significant differences between 

datasets
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Dose Escalation
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Flawed Decision Making?
• Data released by lab 

including data from failed 
runs or where data was 
incomplete

• Data from lab provided to 
the PK / stats but re-
reported for decision 
making
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Further Investigation
• Trigger for sponsor / phase I 

unit inspections
• Review of information used 

for decision making
• Poor flow of information 
• Lack of supporting 

documentation
• Lack of transparency
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Fit For Purpose Report
• Report containing 

necessary and relevant 
information

• Understand what data is 
to be used for

• Time for analysis, 
reporting and quality 
checks

• Patient safety is 
paramount!



Any Questions?
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